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Critical Appraisal Worksheet for Diagnostic Systematic Reviews

The following questions will help focus your attention on the important methodological issues related to the diagnostic systematic review. They are divided into three sections: validity, results and applicability. This document is an adaptation of the usual critical appraisal tool for systematic reviews.
VALIDITY

1. Did the review ask a clear and focused clinical question?

Consider if the question is focused in terms of 

· The population studied (in terms of their risk of disease, co-morbidities, setting, etc)

· The specific diagnostic test used

Yes □


Cannot tell □

 
No □
 
What was the clinical question? ______________________________________________________________________________________________________________________

2. Did the review include the right type of study?
Consider the criteria for study inclusion in terms of 

· Study design (for diagnostic studies, the best design is a prospective cohort, or a “diagnostic study”)
· Whether the study addressed the clinical question at hand
Yes □


Cannot tell □

 
No □
 
Describe the criteria for article inclusion. ______________________________________________________________________________________________________________________

3. Were all relevant studies identified?

Consider the following issues:

· Which databases were used?

· What were the search terms?

· Was there follow-up from references? (known as “reference tracking”)

· Were unpublished studies identified?

· Was publication bias considered? (Look for mention of a funnel plot)

· Did the reviewers consider non-English language studies?

    
Yes □


Cannot tell □

 
No □
 
Describe issues related to study identification:  ______________________________________________________________________________________________________________________

4. Was the validity of the included studies appraised?
The authors should assess quality issues related to studies of diagnostic tests

· Look for a described scoring system

· Many studies will use the QUADAS checklist, which is the generally accepted standard

· Quality issues for studies of diagnostic tests include

· What was the spectrum of patients/disease included?

· Was there an acceptable reference standard?

· Were the test and the reference standard interpreted independently?

· Did all patients receive both tests?

Yes □


Cannot tell □

 
No □
If yes, summarize the overall quality of the included studies. ______________________________________________________________________________________________________________________

5. Were assessments of study quality reproducible?

Look for

· More than one assessor of study quality

· A report of the agreement of these assessors and how disagreements were resolved

· A kappa statistic, which describes the agreement of the assessors beyond chance agreement. Kappa ranges from 0 (no agreement) to 1 (perfect agreement). A kappa above .5 or .6 is considered acceptable and above .8 is considered excellent.

Yes □


Cannot tell □

 
No □
Describe the study quality assessment process, and the kappa, if given: ______________________________________________________________________________________________________________________

6. If results were combined, was it done appropriately?
Consider the following issues:

· Results should only be combined if they are similar from study to study.

· Results of each study should be presented clearly, sometimes in a Forest plot of sensitivities and specificities.

· Were the results similar from study to study? Look for a test of heterogeneity. The favored test for homogeneity is the I2 test. The result ranges from 0-100%, with 0% indicating no heterogeneity (i.e. all differences in study results are due to chance alone) and 100% indicating heterogeneity (i.e. no differences in study results are due to chance alone). In general, I2 below 50% represents acceptable lack of heterogeneity, meaning that the studies are similar and pooling results is appropriate.
· If there is no heterogeneity, authors will generally pool results using the Fixed Effects Model. If there is heterogeneity, look for them to use the Random Effects Model, which is more conservative and allows for pooling of somewhat disparate studies, with wider confidence intervals.
Yes □


Cannot tell □

 
No □
Describe the degree of similarity among the studies and how pooling was done. _________________________________________________________________________________________________________________________________________________________________________________

RESULTS
1. How are the results presented and what are are the main results?

Look for

· A Summary Receiver Operating Curve (SROC). This represents the favored method for combining results of diagnostic studies. The sensitivities and specificities from each study are plotted and a curve is generated. 
· Some studies will generate an average sensitivity and specificity, from which likelihood ratios can be calculated

Describe the results and how they are presented. ____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

2. How precise are the results?
Confidence intervals are not generated for SROC curves, but look for them on the forest plot, if there is one.

Is precision addressed, and if so, how? _________________________________________________________________________________________________________________________________________________________________________________

APPLICIBILITY
1. Were all clinically important outcomes considered?

Yes □


Cannot tell □

 
No □
What are the most important outcomes? ______________________________________________________________________________________________________________________

2. Can the results be applied to my patient care?

Consider:

· The spectrum of patients in the included studies. Do they reflect patients in whom I would use this diagnostic test?

· The overall quality of the included studies.

· The cost and risks of the test.

· The overall utility of this test in clinical practice. Will its use really help patients?

How does this review apply to patient care? _________________________________________________________________________________________________________________________________________________________________________________
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